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In recent years, eliminating corruption in the healthcare industry has been a major focus of U.S.
regulators. Since 2003, the U.S. Securities and Exchange Commission (“SEC”) and Department of Justice
(“DOJ”) have brought over 30 enforcement actions against medical device and pharmaceutical companies
under the U.S. Foreign Corrupt Practices Act (“FCPA”).! China, which has figured in roughly a quarter of
these cases, has responded in kind, revamping its own anti-bribery laws and initiating numerous
investigations into the activities of domestic and international healthcare companies operating within its
territory. Until recently, multinational healthcare companies operating in this challenging but growing
market could afford to concentrate their compliance efforts on U.S., and, since the entry into force of the
U.K. Bribery act in 2010, U.K. regulatory risks. Chinese regulators’ proactive stance, as reflected by the
announcement of their own industry sweeps of the pharmaceutical and medical device industries? and the
seemingly endless succession of enforcement headlines that has followed, means that multinationals must
now also focus on compliance with domestic law. This heightened focus on combatting corruption in the
healthcare industry is clearly reflected in the recent adoption of several anti-bribery measures: Circulars
50,% 163* and 49.°

l. CIRCULARS 50 AND 163: A BIGGER, BADDER BLACKLIST

Effective March 1, 2014, Circular 50 updates existing rules for blacklisting healthcare companies engaged
in bribery of state healthcare institutions and medical personnel, which had been in effect since January
2007,% and expands the scope of activity subject to sanctions. Under the previous rules, healthcare
companies and individual service providers who were convicted of commercial bribery by a Chinese court,
investigated and sanctioned by Communist Party disciplinary authorities or subject to administrative
penalties such as those issued by China’'s State Food and Drug Administration were subject to
blacklisting.” Provincial medical institutions were prohibited from purchasing pharmaceuticals, medical
equipment and disposable medical products from such “blacklisted” companies for two years. Circular 50
extends blacklisting to situations in which (i) the defendant in a bribery prosecution is exonerated in court
and (ii) the alleged crime is “minor” and the regulatory authority declines to pursue criminal charges.

In short, Circular 50 now raises the possibility that companies and their employees will be blacklisted
simply because they become the target of a bribery investigation, even in cases where they are found not
guilty in court or a prosecutor fails to press charges.®

Circular 50 also provides the following enhancements to existing blacklisting regulations:
e New pre-blacklisting administrative procedures to contest regulatory decisions;®
e Additional requirements for purchase and distribution agreements between hospitals and
healthcare companies, including disclosure of the identity of the relevant sales representative and

inclusion of anti-commercial bribery provisions;*°

e Clarifications regarding the geographic scope and duration of sanctions. For public hospitals and
other state-funded medical institutions, in addition to the existing prohibition against purchasing
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goods from blacklisted companies for two years in the province where the bribery occurred, the
new regulations impose a penalty in the form of a deduction of points when competing for
government contracts in other provinces. If a company is blacklisted two or more times within a
five-year period, the violator will be prohibited from selling its products to any public or publicly-
funded medical institution nationwide;** and

e Obligations for healthcare institutions and lower-level healthcare authorities to report improper
payments.*?

Supplementing Circular 50, Circular 163, which came into effect on February 26, 2014, provides additional
guidance on blacklisting procedures, establishing an aggressive timeline for the reporting, investigation
and debarring of violators in as few as 25 working days.'® Of significant practical importance to business
operators, Circular 163 also provides a sample “Agreement on Integrity in the Sale and Purchase of
Healthcare Products” including model anti-bribery provisions for incorporation into sales agreements.*
Circular 163 also details the forms of compensation that medical institutions and personnel are prohibited
from accepting, such as:

e Kickbacks “in any name or form”;

e Donations and sponsorships linked to procurement decisions;

e Entertainment in any commercial entertainment establishment; and
e Cash, securities and other valuable gifts. *°

Il CIRCULAR 49: THE “NINE PROHIBITIONS”

While Circulars 50 and 163 focus on the supply-side of bribery in the healthcare sector, Circular 49,
effective December 26, 2013, targets the recipients of potential improper payments: Chinese hospitals and
medical personnel. Through its “nine prohibitions,” Circular 49 seeks to prevent hospitals and healthcare
professionals from engaging in the following commercial activities:

1. Linking physicians’ income to revenue generated from the sale of drugs or provision of healthcare
services;

2. Paying commissions to physicians based on the value of drugs prescribed and health services
rendered;

3. Charging additional fees or raising fee standards beyond the permitted national price cap for drugs
or healthcare services;

4. Accepting improper donations from healthcare companies;

5. Participating in promotional activities or issuing illegal advertisements;

6. Compiling medical statistical data for commercial purposes;

7. The procurement, sale, and use of medical products through private channels;

8. Accepting commissions or kick-backs in any form or attending activities held in commercial
entertainment venues that are organized or sponsored by healthcare companies; and

9. Accepting cash or valuable gifts from patients or their families.

As the National Health and Family Planning Commission (“NHFPC”) has yet to issue implementing
regulations for Circular 49, many key terms remain open to interpretation. For example, it is unclear
whether the prohibition under Article 4 against accepting “improper donations from healthcare companies”
would extend to a healthcare professional’s receipt of a corporate sponsorship to attend a bona fide
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medical education program, or even the provision of an educational grant to a third party under certain
circumstances.® Similarly, the term “promotional activities” in Article 5 is undefined, raising doubts about
the types of activities and events that are covered, such as bona fide speaking engagements, providing
compensation for the time and effort associated with which has long been a common practice in the
industry.’

Such ambiguities among the Nine Prohibitions notwithstanding, Chinese healthcare professionals must
comply with Circular 49 or face a range of disciplinary actions, from a simple warning to the suspension or
cancellation of a medical license.

1. IMPLEMENTATION: THE BLACK BOX OF ENFORCEMENT

The issuance of Circulars 50 and 163 is a strong indication of the Chinese government’s determination to
curb the supply of corrupt payments to healthcare professionals at the national level. However, how the
rules will be enforced remains to be seen. While developments in high-profile anti-bribery investigations
into both domestic and international healthcare companies are widely reported in the Chinese media, to
date, the NHFPC has not published the name of any company sanctioned under the revised system. This
will likely be a matter of time as the central government builds the infrastructure to support the national
blacklist database. In the meantime, databases established by provincial authorities under the existing
blacklisting system provide examples of the application of blacklisting procedures under the 2007 rules.®

On the demand side, 2014 has seen a notable increase in rhetoric aimed at public hospitals and medical
institutions suspected of corrupt activities. For example, China’s Supreme People’s Procuratorate (“SPP”),
the government body charged with investigating and prosecuting criminal bribery charges, recently
announced that it will continue to focus on investigating bribery cases that “jeopardize the livelihood of
citizens,” including cases involving healthcare issues. *° In addition, the SPP has incentivized
whistleblowers by offering Chinese citizens up to RMB100,000 (approximately US$16,100) for tips that
provide “essential evidence of misconduct.”?® Despite these clear signals that Chinese regulators intend to
step up enforcement efforts against bribe recipients, the government publishes no comprehensive
statistics regarding anti-bribery actions brought specifically against doctors or hospitals.?* Accordingly, the
degree to which Circular 49 will succeed in reducing demand for improper payments within the domestic
healthcare industry will be difficult to measure.

V. IMPLICATIONS FOR MULTINATIONAL HEALTHCARE COMPANIES

China is by no means alone in employing blacklisting as an anti-corruption enforcement tool. Under U.S.
Federal Acquisition Regulations governing federal procurement, corporate or individual violators of the
FCPAZ22 (or other criminal statutes) may be barred from doing business with U.S. government. Entry of a
criminal or civil judgment for bribery, falsification or destruction of records, the making of false
statements, or “[c]Jommission of any other offense indicating a lack of business integrity or business
honesty that seriously and directly affects the present responsibility of a [g]Jovernment contractor or
subcontractor” provides grounds for debarment.?® Indeed, the prospect of debarment from federal
healthcare programs has long played a critical role in the settlement of U.S. healthcare enforcement
actions, such as kickback cases, and has in recent years helped drive such settlements into the hundreds
of millions — even billions — of dollars. If the implementation of Circular 50 results in more companies
finding themselves caught up in China’s domestic enforcement web, the prospect of being debarred from
Chinese government programs could well have a similar impact on settlement strategy, and could drive a
corresponding increase in settlement numbers.

Critically, under U.S. blacklisting rules, healthcare companies that are cleared of wrongdoing by the
relevant court or administrative body are free to continue contracting with the U.S. government. In China,
however, becoming embroiled in an anti-bribery investigation, even one that does not result in the
issuance of charges, or that ends with a victory in court, may for all practical purposes mean the end of
market access.

In the last decade, U.S. enforcement agencies’ “industry sweep” of the healthcare sector has spurred
multinational healthcare companies operating in China to review and revamp their compliance programs
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from an FCPA perspective. As the grounds for blacklisting healthcare companies found guilty or suspected
of commercial bribery violations in China have expanded and as Chinese regulators’ attention has shifted
to the supply side of the bribery equation, multinationals operating in this market should ensure that their
internal compliance policies and practices reflect not only the latest U.S. standards, but also changes to
local rules and regulations. In particular, multinationals need to ensure that they have in place policies
and procedures that are reasonably designed to ensure compliance with domestic laws such as Circulars
50 and 163 and mitigate the risk of the provision of kickbacks “in any name or form” — such as donations
and sponsorships linked to procurement decisions. Indeed, all pharmaceutical and medical device
companies operating in China should review their sales marketing and promotional activities to confirm
that, even if FCPA-compliant, they do not conflict with increasingly important local laws. The impact of
these blacklisting and debarment provisions will not be fully understood until they are widely applied, as
they have been in the United States. However, in the meantime, healthcare companies operating in this
critical market should take note of their potentially wide-reaching impact, and undertake a proactive
review of their compliance operations while the horizon is clear, rather than after the cloud of enforcement
is upon them.
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